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1.0 Patient Oriented Eczema Measure (POEM)

11 Questionnaire
r The University of
M | Nottingham
Patlent-Orlented Eczema Measure LMNITED KINGDOM « CHINA « RALAYSIA,

POEM for self-completion

Patient Details:

Date:

Please circle one response for each of the seven questions below about your eczema. Please leave blank

any questions you feel unable to answer.

1. Over the last week, on how many days has your skin been itchy because of your eczema?
Mo days 1-2 days 3-4 days 5-6 days Every day
2. Over the last week, on how many nights has your sleep been disturbed because of your eczema?
No days 1-2 days 3-4 days 5-6 days Every day

3. Over the last week, on how many days has your skin been bleeding because of your eczema?

No days 1-2 days 3-4 days 5-6 days Every day
4, Over the last week, on how many days has your skin been weeping or cozing clear fluid because of your
eczema?

Ne days 1-2 days 3-4days 5-6 days Bvery day

5. Over the last week, on how many days has your skin been cracked because of your eczema?
No days 1-2 days 3-4 days 5-6 days Every day
6. Over the last week, on how many days has your skin been flaking off because of your eczema?
No days 1-2 days 3-4 days 5-6 days Every day
7. Over the last week, on how many days has your skin felt dry or rough because of your eczema?

No days 1-2 days 3-4 days 5-6 days Every day
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1.2 Scoring Algorithm

Each of the seven questions carries equal weight and the responses are scored from 0 to 4 as
detailed below:

e 0=no days

e 1=1-2days
e 2 =3-4days
e 3 =5-6days

e 4 =Everyday

Then take the sum of seven responses.
1.3 Missing Value Handling

If one question is left unanswered or scored “unable to answer” this is scored 0 and the
scores are summed and expressed as usual out of a maximum of 28. If more than one
question is left unanswered or scored “unable to answer” the questionnaire is not scored. If
two or more response options are selected for a single question, the response option with the

highest score should be recorded.

1.4 Efficacy Variables

e The sum of the seven questions will be analyzed by change from Baseline.

1.5 References

1. The Patient-Oriented Eczema Measure: development and initial validation of a new tool
for measuring atopic eczema severity from the patients' perspective. Charman C, Venn A,
Williams HC. Arch Dermatol. 2004;140:1513-1519

2. Translating Patient-Oriented Eczema Measure (POEM) scores into clinical practice by
suggesting severity strata derived using anchor-based methods. Charman CR, Venn AlJ,
Ravenscroft JC, Williams HC. Br J Dermatol. 2013; 169(6): 1326-1332.

3. The Patient-Oriented Eczema Measure in young children: responsiveness and minimal
clinically important difference. Gaunt DM, Metcalfe C, Ridd M. Allergy 2016

4. EASI, (objective) SCORAD and POEM for atopic eczema: responsiveness and minimal
clinically important difference. Schram ME, Spuls PI, Leeflang MM, Lindeboom R, Bos
JD, Schmitt J. Allergy 2012 Jan; 67(1):99-106.
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5. POEM a core instrument to measure symptoms in clinical trials: a HOME
statement.Spuls PI, Gerbens LA, Simpson E, Apfelbacher CJ, Chalmers JR, Thomas KS,
Prinsen CA, von Kobyletzki LB, Singh JA, Williams HC, Schmitt J; HOME initiative
collaborators .Br J Dermatol. 2016.
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2.0 Medical Outcomes Study (MOS)

2.1 Questionnaire

Your Sleep

For each of the following questions, please mark an [ in the one box that
best describes your answer.

1. How long did it usually take for you to fall asleep during the past 4 weeks?

0-15 16-30 3145 46-60 More than 60

minutes minutes minutes minutes minutes
v v v v v
D 1 D z D 3 D 4 D 5

2. On the average, how many hours did you sleep each night during the past 4
weeks?

Write in number of hours per night: D D

3. How often during the past 4 weeks did you...

All of Most of Some of A little of MNone of
the time the time the time the time the time

v v v v v

a feel that your sleep was not quiet
(moving restlessly, feeling tense,
speaking, etc., while sleeping)? ........... D TR DzD 3|:|4 ........... I:‘s

b get enough sleep to feel rested

upon waking in the moming? ............. D e |:| 2 D 3|:| 4|:| 5

c awaken short of breath or with

aheadache? ....oovvieiiiiiiiece e l:‘l ........... |:|2 Dz |:|4 ........... I:‘s
d feel drowsy or sleepy during

6 OaY? oo coiasnnisnmmmmmon snm s s s D ik I:' - AR D  PTIORBEEE l:' de e .I:‘ 5
e have trouble falling asleep?................ D  FIRPRPRC |:| ik B D 3|:| - |:| 5
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2.2

How often during the past 4 weeks did you...

All of Most of Some of A little of None of
the time the time the time the time the time

v Vv Vv v v

awaken during your sleep time
and have trouble falling asleep

AR R L s Dr ........... Dz ........... D 3...........|:|4 ........... |:|5
have trouble staying awake

during the day?.......c.cccccmmmimmveimivanan l:‘l ........... Dzm.."....D 3....".....|:|-1 ........... |:|5
snore during your sleep? ......cccvvevaens [ —— IRETEENEES. AN W
take naps (5 minutes or longer)

during the day?.......cccevvvnanvesnnnnennes D Lesesnsansas D z...........D ;TR N I:' 4 rreerannaes I:' 5
get the amount of sleep you

NEEded? . l:' A l:' 2 ..I:l : |:| 4 .|:| s

Scoring Algorithm

The 12-item MOS Sleep yields scores on six subscales, each consisting of one to
four items
The subscales are:

Sleep Disturbance. This four-item subscale addresses sleep initiation problems, as
reported via the usual length of time to fall asleep and the frequency of trouble falling
asleep, and sleep maintenance problems, as indicated by the frequency of
experiencing sleep that was not “quiet” and the frequency of being awakened with
trouble falling back to sleep.

o Q#,1,3e,3a,3f

Sleep Quantity. This single-item subscale represents the average number of hours the
respondent sleeps each night.

o Q:2

Sleep Adequacy. This two-item subscale asks about the frequency of awakening fresh
and rested in the morning and the frequency of getting the amount of sleep needed.
o Q:3b

Somnolence. Previously referred to as “Sleep Somnolence,” this three-item subscale
measures how frequently during the day the respondent feels drowsy, takes naps, and
has trouble staying awake.

o Q:3d,31,3g
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o Shortness of Breath or Headache. This single-item subscale asks about the frequency
of awakening during the night with shortness of breath or with a headache.Q: 3¢

e Snoring. This single-item subscale addresses the frequency of snoring during sleep.

o Q:3h

The sub-scores and overall score are calculated by the external vender OPTUM, and thus no
missing value algorithm is available in this document.

23 Efficacy Variables

e The six sub-scores and the overall score will be analyzed by change from Baseline.
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3.0 Pruritus Numerical Rating Scale (NRS)

3.1 Questionnaire

Pruritus/Itch Numeric Rating Scale

0 1 2 3 4 5 6 7 8 9 10
No ltch Worst Imaginable ltch

3.2 Scoring Algorithm

The daily pruritus NRS will be collected from patients electronically every evening via a
hand-held device provided to the subject at Screening. A rolling weekly average is

calculated..

3.3 Missing Value Handling

Missing values will not be imputed for the daily pruritus NRS.

3.4 Efficacy Variable
e Rolling average will be analyzed as percent change from baseline.

e Proportion of subjects achievement of a 4-point reduction will be analyzed.
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4.0 Patient Global Impression of Severity (PGIS)

4.2 Scoring Algorithm

PGIS is collected at site visits.

4.3 Missing Value Handling

Missing values will not be imputed for PGIS.

4.4 Efficacy Variable

PGIS will be analyzed by change from Baseline.

10
61



5.0 Atopic Dermatitis Symptom Scale (ADerm-SS)

11
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5.2

5.3

5.4

Scoring Algorithm

Missing Value Handling

Missing values will not be imputed for ADerm-SS. If any of Items - is missing then the
_ Score will be treated as missing.

Efficacy Variable

e For each of Item. changes from Baseline will be analyzed using the rolling

CCl [,
e The _ Score will be analyzed by change from Baseline.

13
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6.0

Atopic Dermatitis Impact Scale (ADerm-IS)

14
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6.2 Scoring Algorithm

6.3 Missing Value Handling

Missing values will not be imputed for ADerm-IS. If any of Items - is missing then the

_ Score- will be treated as missing.

6.4 Efficacy Variable

e For each of Items ., changes from Baseline will be analyzed using the rolling

e The _ Score is analyzed by change from Baseline.

15
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Asthma Symptoms Questionnaire




7.2 Scoring Algorithm

7.3 Missing Value Handling

The missing values of individual items will not be imputed. If response_

- is selected -, remaining items automatically become void. _
T P —"—

performed for individual Item.

7.4 Efficacy Variables

o Item. will be analyzed by frequency and percentage of response categories.

o Item! and the summary scor_ will be analyzed by change from

Baseline. The analysis will be performed only for subjects who had a response

17
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Daytime Nasal Symptom Questionnaire




8.2 Scoring Algorithm

8.3 Missing Value Handling

If any of the responses is missing then corresponding summary score will be treated as
missing.

8.4 Efficacy Variables

J _ will be analyzed by frequency and percentage of response

categories.

J - Symptoms and_ Scores will be analyzed by

change from Baseline

19
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9.0 ActiGraphy Measurements

Patient data on sleep activity and scratching events are collected daily with an electronic actigraphy
device called Geneactiv Scratching Device. The measurements of interest downloaded from the
device are total sleep time per night (TST min, in minutes), Sleep Efficiency (%), Wake After Sleep
Onset (WASO, in minutes), and mean activity during rest (sleep), The parameter of interest related to
scratching is events per hour. These five parameters will be analyzed by change from Baseline using

the rolling weekly average.

20
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10.0
10.1

Dermatology Life Quality Index (DLQI)

Questionnaire

DLQI is a simple 10-item questionnaire used to assess the handicap experienced by patients with

various chronic skin diseases.

DERMATOLOGY LIFE QUALITY INDEX

Hospital No:
Name:

Address:

Date:

Diagnosis:

Score:

DLQlI

The aim of this questionnaire is to measure how much your skin problem has affected your
life OVER THE LAST WEEK. Please tick one box for each question.

1 Over the last week, how itchy, sore, painful Very much O
or stinging has your skin been? Alot O
A little O
Not at all n
1. Over the last week, how embarrassed or Very much O
self conscious have you been because of Alot O
your skin? A little O
Not at all 0
2. Over the last week, how much has your skin Very much O
interfered with you going shopping or Alot O
looking after your home or garden? Alittle O
Not at all Ll | Not relevant O
3. Over the last week, how much has your skin Very much O
influenced the clothes you wear? Alot O
A little O
Not at all 00 | Not relevant O
4. Over the last week, how much has your skin Very much O
affected any social or leisure activities? A lot O
A little O
Not at all 0 | Not relevant O
6 Over the last week, how much has your skin Very much O
made it difficult for you to do any sport? A lot O
A little O
Not at all O | Not relevant O
7 Over the last week, has your skin prevented yes O
a you from working or studying? no O | Not relevant O

21
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7 If "No", over the last week how much has A lot O
b your skin been a problem at work or A little O
studying? Not at all O
8 Over the last week, how much has your skin Very much O
created problems with your partner or any of Alot O
your close friends or relatives? A little O
Not at all O | Not relevant O
9 Over the last week, how much has your skin Very much O
caused any sexual difficulties? A lot O
A little n
Not at all 00 | Not relevant O
1 Over the last week, how much of a problem Very much O
0 has the treatment for your skin been, for Alot O
example by making your home messy, or by A little O
taking up time? Not at all O | Not relevant O

10.2 Scoring Algorithm

The DLQI measures six aspects of impaired dermatologic quality of life (Symptoms and feelings,
Daily activities, Leisure, Work and School, Personal relationships, Treatment) and scores range from

0-30, with higher scores indicating more impaired quality of life.

Table 1. Scoring of DLQI questions

The scoring of each question is as follows:

Very much scored 3
Alot scored 2
A little scored 1
Not at all scored 0
Not relevant scored 0
Question unanswered scored 0
Question 7: "prevented work or studying" scored 3

The DLQI is calculated by summing the score of the 10 questions resulting in a maximum of
30 and a minimum of 0. The higher the score, the more quality of life is impaired. The DLQI

can also be expressed as a percentage of the maximum possible score of 30

10.3 Missing Value Handling

For DLQI, missing values in individual questions are handled as follows.

22
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One Question unanswered this is scored 0 and the scores are summed and expressed as usual out
of a maximum of 30.
Two or more questions left unanswered — do not score questionnaire.
If two or more response options (adjacent or non-adjacent) are checked for any question, the
response option with the highest score will be entered into the database.
If one item is missing from a two-item subscale that subscale should not be scored.
If there is a response between two tick boxes, the lower of the two score options should be
recorded. If there are responses between more than two tick boxes, the lowest of all the score
options should be recorded.
Question 7 is always counted as one question (for Abbott data management purposes only, the
responses are coded in two sub-questions 7A and 7B.

o  When question 7A is “yes” then the score = 3 and question 7B is ignored.

o When question 7A is “no”:

the score=2 if question 7B is “a lot”
the score=1 if question 7B is “a little”
the score=0 if 7B is “not at all”
the score=missing if 7B is not checked

o When question 7A is “not relevant” and 7B is not checked, the score=0.
If 7B is checked:

the score=2 if question 7B is “a lot”
the score=1 if question 7B is “a little”
the score=0 if question 7B is “not at all”

o When question 7A is missing:

the score=2 if question 7B is “a lot”.

the score=1 if question 7B is “a little”.

the score=0 if question 7B is “not at all” or “not relevant”.
the score=missing if 7B is not scored.

o When question 7A is “no” and “not relevant”, enter “not relevant” for question 7A.

23
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10.4 Efficacy Variables
e Proportion of subjects with a DLQI 0 or 1 response.

e Change from Baseline in total DLQI score.

10.5 Adjustment Accommodating Device Error in this Study

During Period 1 of the study, there was an error in the device that Question 7.b) was
displayed to a subject only when the subject answered “Yes” to Question 7.c). The error was
corrected in August, with the baseline measurements being affected for all subjects, and the
Period 1 post-baseline measurements being impacted for almost all subjects. In order to
mitigate the bias caused by the device error, Items 7. a) and b) are excluded in calculating the
total DLQI score for the Period 1 visits of all subjects.
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